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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Belef et 
al. (US 7,169,165) in view of Wholey et al. (US 2003/0176886). 

Belef discloses a filter delivery catheter (Figures 1 B and 3A) comprising an 
elongated shaft 10 including an aspiration port 16 located along the circumference of 
the elongated shaft. Although Belef does not directly address aspiration in the 
embodiments shown in Figures 1B and 3A, Belef does discuss connecting the proximal 
end of the shaft to a suction source to aspirate embolic material at the distal end of the 
shaft in other embodiments. (See at least Col. 8, Ln 39-40) Thus, the port 16 is fully 
capable of being used as an aspiration port. The delivery catheter further includes a 
blood permeable filtration device 50 having an expanded configuration and a collapsed 
configuration being sized to fit within the shaft lumen. There is a guidewire 20 slidably 
disposed within the shaft lumen 1 1 wherein the guidewire 20 passes through the 
aspiration port 16. 

Belef thus discloses all elements of claim 23 except for additional aspiration ports 
being disposed distally of the aspiration port 16 and proximally of the distal end of the 
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elongated shaft 10. Wholey discloses a similar filter delivery catheter (Figure 7) and 
teaches that a plurality of aspiration ports 1 14 may be provided proximate the end of the 
catheter in order to aspirate embolic debris. It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify the apparatus of Belef by 
providing additional aspiration ports distally of the first port 16 in order to achieve these 
benefits as taught by Wholey. Examiner notes that claim 23 does not define the 
proximal and distal directions along the length of the shaft, and that the end of the shaft 
from which the filtration device is intended to extend may be considered to comprise the 
proximal end. Upon this interpretation, if the circumferential ports are disposed very 
close to the tip of the shaft as depicted in Figure 8 of Wholey, these ports will lie 
proximally of the filtration device when the filtration device is entirely contained within 
the shaft lumen. 

Claims 1, 3, 4, 6-10, 12-14, 21, 22 and 26 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Belef et al. (US 7,169,165) in view of Wholey et al. (US 
2003/0176886), and further in view of Tao (US 6,610,005). 

Belef discloses a filter delivery catheter (Figures 1 B and 3A) comprising an 
elongated shaft 10 including an aspiration port 16 located along the circumference of 
the elongated shaft. Although Belef does not directly address aspiration in the 
embodiments shown in Figures 1B and 3A, Belef does discuss connecting the proximal 
end of the shaft to a suction source to aspirate embolic material at the distal end of the 
shaft in other embodiments. (See at least Col. 8, Ln 39-40) Thus, the port 16 is fully 



Application/Control Number: 10/630,308 Page 4 

Art Unit: 3734 

capable of being used as an aspiration port. The delivery catheter further includes a 
blood permeable filtration device 50 having an expanded configuration and a collapsed 
configuration being sized to fit within the shaft lumen. There is a guidewire 20 slidably 
disposed within the shaft lumen 1 1 wherein the guidewire 20 passes through the 
aspiration port 16. 

Belef thus discloses all elements of claim 1 except for additional aspiration ports 
being disposed distally of the aspiration port 16 and proximally of the distal end of the 
elongated shaft 10. Wholey discloses a similar filter delivery catheter (Figure 7) and 
teaches that a plurality of aspiration ports 1 14 may be provided proximate the end of the 
catheter in order to aspirate embolic debris. It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify the apparatus of Belef by 
providing additional aspiration ports proximate the end of the shaft in order to achieve 
these benefits as taught by Wholey. With regard to the recitations that one or all of the 
plurality of the aspiration ports is located proximally of the filtration device when the 
filtration device is contained within the shaft lumen, a configuration wherein only the 
proximal end of the filtration device is disposed within the shaft lumen may be fairly 
considered to meet the requirement that the filtration device is contained within the shaft 
lumen. In such a configuration, all of the ports will be proximal to the filtration device. 
Concerning the language of claim 21 requiring at least one port to be located proximally 
of the filtration device when the filtration device is entirely contained within the shaft 
lumen, it appears in Figure 1 B that port 16 easily meets this limitation. Since the figures 
are not necessarily drawn to scale, however, Examiner holds that it would have been 
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obvious to one of ordinary skill in the art to change the size of the filter or the position of 
the port 16 along the shaft length size doing so would merely require optimizing the size 
and shape of the existing parts of the device. 

The filtration device 50 is a floating filter 50 and is fixedly attached to a wire. 
(Figures 1 B and 3A) The aspiration ports are located both along the circumference and 
along the length of the shaft. A guidewire passes through the proximal most aspiration 
port 16. Thus, Belef and Wholey teach all elements of claims 1, 3, 4, 6-14, 21, 22 and 
26 except for an operable end cap disposed on the elongated shaft distal to the filtration 
device. Tao discloses a number of end cap embodiments that are fixedly attached to 
the distal end of a catheter 24 for preventing debris from entering the catheter while it is 
advanced through a body lumen. (Figures 4-10 and 20-22) It would have been obvious 
to one of ordinary skill in the art at the time of the invention to further modify the 
apparatus of Belef by providing an end cap fixedly attached to the end of the shaft 10 in 
order to achieve these benefits. 

Claims 27-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Belef et al. (US 7,169,165) in view of Wholey et al. (US 2003/0176886) and Tao (US 
6,610,005) as applied to claim 1 above, and further in view of Hoy (US 6,705,575). 

Regarding claims 27-29, Tao teaches providing an end cap such as that shown 
in Figure 22 on the distal end of the Belef catheter 10 as discussed above. This end 
cap comprises a plurality of plates, but it is unclear whether the plates will interleave to 
any degree during operation. Hoy discloses a device having a related cap-like means 
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40 comprising a plurality of overlapping plates 44 (Figures 1 and 5A-5C). It would have 
been obvious to one of ordinary skill in the art at the time of the invention to provide the 
plates of the Tao cap such that they interleave since interleaving plates were well 
known and it causing the plates to interleave would not have produced unexpected 
results. The plates form a dome shape as shown in Figure 20 of Tao. The shape 
depicted in Figure 20 may also be considered to generally comprise a cone shape. 
Alternatively, it would have been obvious to form the plates such that they form a cone 
shape since this issue is an obvious matter of design choice and would not materially 
affect the function of the device. 

Response to Arguments 

Applicant's arguments filed 3-16-2010 have been fully considered but they are 
not persuasive. 

Applicant argues that Belef and Wholey fail to teach the claim limitations 
regarding the positioning of the aspiration ports with regard to the filtration device. In 
response, Examiner first notes that the language of claims 1,3,4, 6-1 0, 1 2-1 4, 22, and 
26-29 require that one (independent claim 1 ) or all (claim 22) of the ports are disposed 
proximally of the filtration device when the filtration device is contained within the shaft 
lumen. A configuration wherein only the proximal end of the filtration device is disposed 
within the shaft lumen may be fairly considered to meet the requirement that the 
filtration device is contained within the shaft lumen. Upon this interpretation, all of the 
ports will be located proximally of the filtration device. The language of claim 21 
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requires that one port is disposed proximally of the filtration device when the filtration 
device is entirely contained within the shaft lumen. As discussed in the body of the 
rejection, it appears in Figure 1 B that port 16 easily meets this limitation. Since the 
figures are not necessarily drawn to scale, however, Examiner holds that it would have 
been obvious to one of ordinary skill in the art to change the size of the filter or the 
position of the port 16 along the shaft length size doing so would merely require 
optimizing the size and shape of the existing parts of the device. Lastly, claim 23 
requires that all of the ports are disposed proximally of the filtration device when the 
filtration device is entirely contained within the shaft lumen. Claim 23 fails to define the 
proximal and distal directions along the catheter shaft. Interpreting the end of the shaft 
out of which the filtration device is deployed to be the proximal end of the shaft, the 
filtration device may be positioned entirely within the shaft lumen such that all of the 
ports are located proximally of the filtration device. 

Applicant additionally argues that providing an end cap as taught by Tao would 
prevent the filter from being deployed since the guide wire to which the filter is attached 
is not disclosed in Belef as being capable of pushing open the proposed end cap. 
When adding an operable end cap such as those taught in Tao to the system of Belef in 
order to prevent debris from entering the catheter as it is advanced to the target sight, 
one skilled in the art could easily optimize the stiffness of hinge 56 (Tao, Figure 4) or 
petals (Tao, Figure 22) so that the end cap would remain closed during delivery but 
could be released to allow deployment of the filter. Examiner fails to see how provision 
of such an end cap would prevent deployment of the filter. With regard to Applicant's 
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assertion that one skilled in the art would not be motivated to provide the system of 
Belef with an end cap taught by Tao since mucous would not be expected to be present 
within the vasculature, Examiner notes that other forms of debris such as plaque would 
be present in the vasculature and that this teaching of an end cap is therefore relevant 
to the Belef device. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric Blatt whose telephone number is (571)272-9735. 
The examiner can normally be reached on Monday-Friday, 9:00 AM-6:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IE. B./ 

Examiner, Art Unit 3734 

/TODD E. MANAHAN/ 
Supervisory Patent Examiner, Art Unit 3734 



